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Disposition of Claims 

4) ^3 Claim(s) 1-31 is/are pending in the application. 

4a) Of the above claim(s) 23-31 is/are withdrawn from consideration. 
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DETAILED ACTION 

Examiner acknowledges Applicants' amendment filed April 21, 2008. Claims 1-31 are pending in this 
application. Claims 23-31 are direct to non-elected inventions and were withdrawn from consideration in 
the Office Action dated July 29, 2005. Claims 1-22 are under examination. 

Information Disclosure Statement 

Examiner acknowledges Applicants' IDS filed April 21 , 2008, and thanks Applicants for pointing out that a 
past Examiner already considered all the IDS documents in a prior Office correspondence. 

Applicants' IDS filed April 21, 2008, appears unnecessary because the Office has considered each IDS 
document at least once. Please ignore the large "X" appearing in Applicants' IDS filed April 21, 2008. 
This is merely to prevent office personnel from inadvertently listing duplicate citations on the face of 
issued patents. 

Specification 

The disclosure is objected to because of the following informalities: 

In paragraph [0133], why "sample" is used in the standard assay is not clear. 



Clarification is required. 
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Claim Rejections - 35 USC § 112 - first paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 1-22 are rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the written 
description requirement. The claims contain subject matter not described in the specification in such a 
way as to reasonably convey to skilled persons that the inventors, at the time the application was filed, 
had possession of the claimed invention. 

As amended, independent claims 1 and 19 require, inter alia, determining an "L2-dependent" signal 
assigned to a time domain "T2". Examiner is unable to locate support for this amendment. 

With respect to independent claim 1 , the specification either fails to disclose a method step of determining 
an "L2-dependent" signal (see e.g., specification Examples 11 and 12), fails to disclose a method 
assigning an "L2-dependent" signal to time domain "T2" (see e.g., specification paragraph [064], 
Examples 1 1 and 12), or fails to disclose the claimed "L2-dependent" signal in a one-step method (see 2+ 
step method, specification paragraph [070]). 

With respect to independent claim 19, the specification either fails to disclose a method step of 
determining an "L2-dependent" signal (see e.g., specification paragraph [056], Examples 11 and 12), fails 
to disclose a method assigning an "L2-dependent" signal to time domain "T2" (see e.g., specification 
paragraphs [050], [056], [065], Examples 11 and 12), or fails to disclose the claimed "L2-dependent" 
signal in a one-step method (see 2+ step methods, specification paragraphs [050], [056], [070]). 

Applicants are required to cancel new matter. 
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Claim Rejections - 35 USC §112- second paragraph 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 1-22 are rejected under 35 U.S.C. 112, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the invention. 

In claim 1, the purpose of "binding partner R3, which is associated with a label L2" in the overall method 
is not clear or appears extraneous. Specifically: 

It is not clear whether "binding partner R3, which is associated with a label L2" effectuates Applicants' 
illustrated definition of the "hook effect" (see Applicants' reply, p. 16, second full paragraph, and cited 
portions of the specification therein), and if so, whether claims 1 and 19 require knowledge or 
performance of some experimental error. 

In claim 19, the purposes of "binding partner R3", "a member X", "label L2", and "member Y" in the overall 
method are not clear or appears extraneous. Specifically: 

It is not clear whether "binding partner R3, which is associated with a label L2" effectuates Applicants' 
illustrated definition of the "hook effect" (see Applicants' reply, p. 16, second full paragraph, and cited 
portions of the specification therein), and if so, whether claims 1 and 19 require knowledge or 
performance of some experimental error. 

In claims 1 and 19: 

How one performs signal "determining" at either "time T1" or "time T2" is not clear. The identity of 
one or more "time T1" and "time T2" duration or completion functions, inter-method dependencies, 
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priorities or simultaneously active processes, if any, or time/clock benchmarks is not clear and 
appears omitted from the claims and specification. 

The phrase "determining[...] an L2-dependent measurement signal[...] using measurement method 2" 
is indefinite because claims 1 and 19 do not clearly identify specific instance L1 = L2 (see 
specification paragraph [058], measurement method 2 is invoked in specific instance L1 = L2). 

The phrase "determining[...] an L2-dependent measurement signal or an L1 plus L2-dependent 
measurement signal using measurement method 2" is indefinite because claims 1 and 19 do not 
clearly identify a measurement method "L2 plus L1 value" (see specification paragraph [014], 
measurement method 2 returns L2 only, not the claimed "L1 plus L2"). 



In claim 5, step (iii), the simultaneous recitations of "T1 being[...] after adding label L2" and "T2 being after 
addition of label L2" are indefinite in view of claim 1, step (ii), phrase "time T1 and time T2 are different". 
How time T1 and time T2 are "different" in claim 5 is not clear. 



Application/Control Number: 10/024,258 
Art Unit: 1641 



Page 6 



Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the basis for the 
rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or 
on sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 1-3, 7, 9-12, 16 and 17 are rejected under 35 U.S.C. 102(b) as being anticipated by Klein ef a/., 
121 J. Am. Chem. Soc. 5336 (1999). 

Klein et al. describe a method comprising: 

1 . incubating a mixture of: 

a. a sample (see p. 5336, left column, first paragraph, "heterogeneous samples"); and 

b. three binding partners associating with two labels and a solid phase (see Figure 1, 
"Binding ligand", pick three; see also, Figure 2, " 1 H") wherein the binding partners have 
different affinity towards analyte (see Figure 1, "Increasing saturation"); 

2. determining analyte label-dependent signals using different methods (See Figure 2, comparing 
Fig. 2(a) versus 2(b)) at different times (See p. 5337, paragraph bridging left and right columns, 
last sentence). 
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Response to Arguments 

In prior Office Action, claims 1-10, 16, 17 and 19-22 were rejected under 35 U.S.C. 102(b) as being 
anticipated by Palomaki, 145 J. Immunol. Methods 55 (1991). 

In response, Applicants argue that Palomaki took only one measurement, whereas the claimed invention 
requires two measurements. 

Applicants' argument is principally considered persuasive. Accordingly, this rejection is withdrawn. 



In prior Office Action, claims 1-3, 7, 9-12, 16 and 17 were rejected under 35 U.S.C. 102(b) as being 
anticipated by Klein et al., 121 J. Am. Chem. Soc. 5336 (1999). 

In response, Applicants argue that Klein et al. do not teach binding partners associating with two labels 
and a solid phase. In addition, Applicants argue that Klein et al. do not teach an analyte in a sample 
which is the object of detection. 

Applicants' argument has been carefully considered but is not persuasive. Figure 1 depicts at least one 
binding partner cartoon associating with a solid phase, and Figure 2 depicts hydrogen labels integrally 
associating with the binding partners. With respect to Applicants' second argument, Klein ef al. detect 
label L1 and label L2, which is all claims 1 and 19 currently recite and require. 
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Conclusion 

No claims are allowable at this time. 

Applicant's amendment necessitated the new ground(s) of rejection presented in this Office action. 
Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is reminded of the 
extension of time policy as set forth in 37 CFR 1.136(a). A shortened statutory period for reply to this final 
action is set to expire THREE MONTHS from the mailing date of this action. In the event a first reply is 
filed within TWO MONTHS of the mailing date of this final action and the advisory action is not mailed 
until after the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 1.136(a) 
will be calculated from the mailing date of the advisory action. In no event, however, will the statutory 
period for reply expire later than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the examiner should be 
directed to David J. Venci whose telephone number is (571)272-2879. The examiner can normally be 
reached on 08:00 - 16:30 (EST). If attempts to reach the examiner by telephone are unsuccessful, the 
Examiner's interim supervisor, Long Le can be reached on 571-272-0823. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

David J Venci 
Assistant Examiner 
Art Unit 1641 

/Long V Le/ 

Supervisory Patent Examiner, Art Unit 1641 



